
V. DedsionNot ToIn 11.Rulemaking
TheffC wasconcethedabmitthe

healtheffectsofTOTM primarily
becauaeofits structuralsimilarity to
DEHPandthepresénà’of the 2-.
ethy)khexylmoietyintheTOTh4

- molecule.Concernabdut the toxicity of
the2-ethyihexylmoIet~rwill bedirectly

- addse.eedin theNIP testingprogram.
In additiontothetesti?~igalready
completed.2.ethylhe*inolandmonof2-
ethyIhexyl)~hthalate.Mitch are
sk~ictursllysimilarto~OTM,will be
testedforcardnogeneBli,,and10other 2-
etbythexanolcompow~dswill betested

• forgenotoxiceffects.Thisadditional
InformationonsIructu~allysimilar
substance.mayulgnif~cantIycontribute
to theAgencjsabilit~topredictthe
toxic effectsófTOThL

EPAbelievesthat pursuing theTEP
proposedtestingprogramfor mutagenic~
subdiroflicanden’vlro~imentaleffects,
togetherWith thedataresultingfrom
ongoingstudiesonrelatedsubstances
sponsoredby thePhthalateEstersPanel.
will providethetypeo~fscreeningdata
theITC recommendedobtaining.
Includedamong thesedatawill bethe
identificationól’themetabolitesof
TOTM.Whendataareavailableupon
completionof thetesti~ig~ñannedby
NTPand thetestingpi~Oposedby the
CMA TrimellitateEatersPanel,along
with datagatheredin thePEPPetudie~
acompleteassessmentof furthertesting
needsforTO’IM and itemetaboliteswill
bemade.For thesereasons,EPA has
decidednot to Initiate rulemaking under
section4(a)of TSC&torequiretesting
of TOTM atthistime.
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mutaguiIclty.~chemicaldisposition,
metabolism,andaubchroniceffects
testing.Theenvironmentalpifectsand -

chemicalfatetestingIncludedacuteand
chronictoxicity tofish andaquatic
invertebrates,toxicity toplants.
biocoocentratiOnandchemicalfate
IasHiig Thesehealthandenvironmental
elliot. tastingrecommendationswere
b.eedprimarily onalackof datato
adequatelycharacterizetheeffects.The
fTC’S testingrecommendationswere
alto basedontheanalogythat bis(2-
eihylh.xyl)terephthalatewouldhave a
similar metabolicprofile to its isomer
bIs(2-ethylhexy))plithalats.The1TC
presumedthatDOTPwould beexpected
initi.u, toa ~ the2-ethyihexyl
alcoholduring metabolism,thereby,
resultingIn hepaUcperoxisome
proliferation.ThefTC alsoindicated
that terephthallcacidfrPA). a possible
metaboilt.ofDOTP,hadinduced
bladdercalculiin Fishen-344ratswhen
fedat levelsof threepercentor morein
thediet. HencI,the fTC felt thatstudies
enthemetabolicdispositionof DOTP
wereneededtodeterminetherelative
levelsof thesetoxic metabolitesthatare
formed.Also,eubchronicexperiments
wererecommendedto determineif
DOTP causesperoxisomalproliferation.
Basedonastructural similarity to
dialkyl phthalites and significant
amountsof DEHPaccumulatedby
aquaticplantsandinvertebrates.the -

DCexpectedDOTP to bereleasedand
persistin theaquatic environment,
especiallysediments.The
environmentaleffectsrecommendations
madeby the DCwerepartiallybased

• onproblemsthatcouldresultfrom
accumulationOf the chemicalin
sediments,including: (1)Toxic effectson

benthic invertebrates;(2)
bioaccumulationandresultant toxic
effectsof DOTP onfish; and(S)

-: redistributionof DOTP in theaquatic
environment. The fTC recommended

chemical fatetesting tobetter

cbaracterize t~etransformations and -
persistenceofJDOTPin the aquatic
environment. -

Subsequentto theITC report,
EastmanKod~kCompany,$heonly U.S..
manufacturerof DOTP, submittedto
EPA addilion~linformation concerning
consumeruseandindustrialexposure,

- andadditiona~biological effectsdata.It-
subsequentlypubmitted farEPA
consideration~aproposed-programfor
testingDOT~~healthand
environmentaleffects.EPA hasalso
cohaideredth~datareported by
EastmanKodak underTSCA section
8(a)which includedproduction volume,
use,exposure’andreleaseinformation.
EPA hasusedthesedata, in conjunction
withother infprmation,to reachits
decisionnot ID initiaterulemakingon
DOTPunder section4(a)at this time.
IL Assessmentof Exposure,Health and
EnvironmentOlEffects
A. Pwduction~.Use,andExposure

DOTP(CASNo. 6422—86-2)isa clear.
viscous,odor~essliquid with low
volatility. It isalsorelatively insoluble
in water.EastmanKodak Companyis
the soleU.S.producer ofDOTP.Annual
production of DOTP is in the rangeof 2.5
to 25million pounds(1,100to 11,000kkg)
(Ref.2). DOWisusedasaplasticizer
for polyvinyl cbloride andrelated
plastics.Approximately 50 percentof
the annualpi~oductionof DOTPisused
in 60Cinsulation for electricalwireand
cable.Approximately 35percentof the
DOTP produ~edis usedfor pond liners,
vinyl coatedfabrics,shoesoles,and
gaskets.Someof the remaining usesof
DOTP include weatherstripping,outdoor
carpeting, coatings,automotivehoseand
sealants.andwater stops(Refs.2 and
4).

Due to thebatchprocessby which
DOTP is produced,EastmanKodak
estimatesthat nomore than20workers
areexposedto DOTPduringits
production, ‘~vithamaximumduration of
exposureof140hoursperworker per
year.No dath areavailableonthe
numberof u~orkersexposedto DOTP
duringthe preparation ofplastic
products.DOTPissuedasaplasticizer
invinyl plas~icswhere high resistanceto
water extraction,high lacquer mar
resistanceandTow volatility are
desIrable(R~fs.2 and 4).

Nodata a~eavailablefrom the
National O~upationalHazard Survey
(NOHS)on thenumbers of workers
occupationa)lyexposedto DOTP or on
theoccupatzons!industriesin which
workersmaybeexposed.Furthermore,
nothreshold limit value(TLV) hasbeen
recommendedby theAmerican
ConferenceOf GovernmentalIndustrial

Hygienists(ACCIH) for 0017norhasa
Federallimit beenestablished.

B. Health EffectsInfonnation
EastmanKodakhasperfOrated

preliminary investigationsontheacute
toxicityof DOW In mice,guineapigs.
rats andrabbits. Preliminatydata
indicatethat the LU5, valuesforUOW
in bothrats andmicearegreater than -

3.200mg/kgafter oral administration
and infraperitonealinjection(Eels.2,5
and 6). DOW hasbeendeterminedto be
aslightskinIrritantwhentheundiluted
liquid isin contactwith depilatedguinea
pigskin forathours.Also,slighteye
irritation wasreportedin rabbitsone
hourafter 0.1ml ofDOTPwasapplied
(Refs.2,4,5and 6).

EastmanKodakhasalsoconducted
10-dayfeedingand inimainlionstudiesin
rats. Nosystemicorgantoxicity was
reported in rats that consumedasmuch
as890mg/kglday for10days.In
addition, nocompound-relatedeffects
were found in ratsexposedto463mg!
in3 of DOTP8 hoursldayfor 10days
(Refs.2,4,8and9). -

C. EnvfronmentoiEffectsInformation
EastmanKodakhasperformeda

limited numberof investigationson the
acuteaquatictoxicity ofDOW (Rels.2
and5).Thsesdatashowthatthestatic
96-hourLC5, forDOTP tofathead
minnowsand kelisomasnailsisgreater
than1.000mg/L. It should benotedthat
someof the lethalitiesmayhave
resulted~fromorganismsbecoming
entrappedin DOW floating onthe
surface oftheaquaria becauseDOT? is
relatively water insoluble(<4 mgIL)
(Refs.2 and4).

Ill. OngoingTesting

- EastmanKodakCompanyhasin
progressin vitro andin vivametabolism
studiesand mutagenicitystudie~on
DOT?. The in vitro rnetabolismbfDOW
wasinvestigatedushigintestinal
homogenatesprepliedfromSprague-
Dawleyratswithwbichtherateof
disappearanceofDOTPwasmeasured
duringa36-minuteincubationperiodat
3rC. Preliminaryin vitrometabolism
study resultsindicatedthat the
calculatedhall-life farDOWis32
minutesand theDOTP1sconvertedto
two molesof2-ethylhexanolandone
moleof terephthalicacid, in the in vivo.
metabolismstudy,theratsweregivena
singledosebygavageoflOOmgfkg of
140labeledDOTRThepielimln.ry
resultsfromthisstudyIndlastethat
(iS(~jDOTPw.sexamsaby Ibseatin
thefecesandvrlne.MueragedaM
percentofthet’~C)O’—’-~~SI4d
wasrecoveredvnásrd inthefeoss.

ActThelTCmaydesl~nateupto5Oof
itsrecOmmendationsat anyonetimefor
priority considerationby EPA. EPA is
required to respOndwithin 12monthsof
thediteofdesignation,either by
Initiating rulemOking undersection4(a)
or iablngin:theFederalRegister
reasonsfornot doingso;

OnNo~embe~1982,the ITO V

fOrwirded toEPA Its EleventhReport
wblthdesignatedbls(2..V
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forbeslthandsnukownentaleffectsand
chamloalfatetàtlng.Thehealtheffects
testingreccmmándatlonsIncluded

ewym.xyiperepnwaiare(DOW) for
priority conalde*atlonbyEPA(Ref.1).
TheDC recommendedthatbis(2-
ethylbex$)tst,ephthalatebeconsidered



• Mono(2-ethylhexyl}terep thalatewas
alsodetectedin thefecesTerephthalic
acidwasidentified In theurineand
additionalwinerymetabólltesarebeing
further studied.DOWwasnegativein
mutagenicitytests,bothwithand
without activation. in the~standard
AmesSoimouello/MlcrceomeAssay

- (Ref&2,78,and9).
Terepbthalicacid(WA) hasbeen

identified asapossiblemelaboliteof
001?(Refa.2).Theprimaryadverse
effectsaasocjatedwith WAarerenal
andbladdercalculi In FlScher-344rats
fedTPA at dietary levels~of3-5percent
(Refa,10.U.12and14). Notumorsor
toxic effectswerenotedin ratsfedWA
fortwoyearsat levelsbelowone
percent(Refa.13).AlsoWAgave
negativ,resultsin theSchnoneiia
udmosonialassay(EeL15).

TheNIPINCIbioassayprogramhas
nen~inateda~ uninberofchemciali
thatcontainthestbylhex$irlmoiety(as
doesDOW) todeterminetheir
metsbolio-tmdcologicprofiles.Thereare
presently13chemcialsthatco~talnsthe
ethyUuni~4moietyselect~dkr

ethyjb.xyikththalate.two chemicals
similartothemetaboIite~ofDOT?
IdentifiedIn preliminarystudies,have
beennominatedforgenotoxicitytesting
bytbeNTP.Completiondthetestingef
the1.~ch~cal,thatcontainthe
ethyR moietyandotherchemical
analoguesof dI(2.ethylbexyl)phth ate
shouldprovideasounddatabasefor
determiningthestructure-activity
relationshipfor theplithalateacid esters
(EeL3).
IV. flmomdTesting

EastmanKodakCompanyhas
proposeda testingprogr~mforDOT?
(ReL 2).ThIs program isdesignedto

envIronmentaleffectsteeingconcerns
recoinmeodedbythefl’C.

ThehealtheffectsteststhatEastman
Kodak proposesto perform Includes

mutagenicity.chemicaldispositionand
metabolism(currentlyongoing),anda
90-dayfeedingstudy.ThiAmes
SolmcateliajMicroeometest,the
chromoeomalaberrationlestandthe
ChineseHamsterOvaryHypoxanthine
Gn~osphoiThosyIrfransferase
ForwardMutationAssay(CR0/
HGPRT)arethemutagenicityteststhat
EastmanKodakCoinpan~,proposesto
perform.Alsoa90-daysubchronic
feedingstudywill beperformed.This
studywill includehistop~thologic
examinationsandexamifleperoxisomal
proliferation.The ~
propertiesandchemicalfateteststhat
EastmanKodakCompanywill conduct

1-•~-••• ~

Include thedevelopw~fltof asensitive
analyticalmethodfoil determiningthe
concentrationof00111’in water,
octanol-waterpartitiqncoefficient,the
wafersolubiity ofDC)TP and a shake-
flask biodegradationtest.Theacuteand
chronictoxicity to fi~bandaquatic
Invertebrate testsfor ~OTPthat
EastmanKodak Intendsto performare a
2-weekdynamicLCeo1valuefor rainbow
trouta96-hourBC1.1ralue for oyster
shelldepoSition,and~77-dayrainbow
trout embryolarvalstudy.The
bioconcenfrationfactorforDOWwill
bedeterminedin oys~rsusing 14C
labeled0011’.UsIng~evariousgrasses
recommendedby therrsc~testing
guidelinea.theEastmanKodak
Companywill conductseedgermination
andearlyplantgrowI~htestsforDOT?.
Thehealtharidenvir?nmOntaleffects
testswill beconductedusing theTSCA
testingguidelines.

Agencyscientistshavereviewed
EastmanKodak’sprc~gramandbelieve
that theprogram shouldprovide
sufficientjOformatio9to assessthe
varioushealthandenvironmental
~ffectsofbis(2-ethyll~exy1)terephthalate.
The testingprogramandprotocolsare
availableforexaminationIn thepublic
record of this proceeding.Eastman
Kodakhasprovidedthe Agencywith
preliminarylaboratoWselection
information anda proposedschedule
predicatedonfinal p4ogramacceptance
inJune,1984.Themu~agenicitystudies
are scheduledtobegi~ilii July, 1984,with
final reprtssubmittedto theAgencyin
February;1985.The~-day feeding
studywill beginIn September,1964and
beconcludedwith th~subnii~ssionof a
finalreportby Augr4 1988.The
developmentof ananalyticalmethodto
measureDOT? inwater will beginin
July, 1984,with thefl~ialreportbeing
availablein Novemb&r, 1984.Usingthat
method,the watesol~ibilityandoctanol/
waterpartition coefficient
determinationswill thenbeginandfinal
reportswill bedeliveredin March,1985.
Biodegradationstudi~s,acute rainbow
trout,acuteoysterstikdies andplant
growth deternrinatioi$swill be Initiated
in March,1985.F1nal~Oportsfrom these
investigationswill be ay~ailabIeInJuly. -

1985.Therainbowtr~tembryo-larval
studyandtheoysterbioconcenfralion
testwill begin-inJuly~1985andthefinal
repOrtwill be ubmittedin March,1988,

EastmanKodakha~agreedto adhere
• to theGoodLaboratoryPractice

Standards issuedby IItëU.S. Foodand
• DrugAdministration ispublishedIn the
• FederalEeglsterofDecember22,1978
(43FR59966).Eastm~nKodakCompany
hasalsoagreedto pekmltlaboratory
Inspectionsandstudyauditsin
accordancewiththeProvisionsoutlined

--

—
---~

In 1SCAsection11~
authorizedre s.aitatiy..Jfae~A• -

for thepurposeddetermbthtg
compliaOcewith th1.a~~~TheO.
Inspectionsmaybeconductedfar
pu whichindud,vertheslmonthat
testinghisbegun.thatschedulesare
beingmetthatreports aoraraldyrelpct
theunderlyingrawdataand
interpretationsandevalustioutsthereof,
andthat thestudiesarebeingcomdurted
accordiOgto CooLa!teratoryPraiciice
Provisions.

EastmanKodakCompanyhasfdaer
agreedthatall rawdata.di~cnmenIation.
records,protocols,specimens,and
reportsgeneratedasaresultdeath
study will be retalnOdforatleast10
yearsfromthedateofpub
acoeptaEceof anyprotocolsby’EPAand
madeavailableduring aninspectionor
submittedtoEPA if-requestedby EPAor
its designatedrepresentalive.
Documentationwhichwill beretained
includescorrespondenceandother
documentsrelatingtotheconduct.
interpretation,orevaluationofdata
other thanthat-Includedinthefinal
reportEastmanKodakunderstandsthat
theAgencyplansto publishquarterlyin
theFederalRegisteranoticeof the

- receiptOf anytestdatasubmittedunder
this agriement.SubjecttoTSC& section
14,-thenoticewill provideInformation
similartothatdescribedInTSC&
section4(d),Exceptas-otherwise
providedinTS~Asection14, anydata
submittedwill bemadeavailableby
EPA forexamination by anyperson.

EOstmanKodak Company
understandsthatfailureto conductthe
testingaccordingtothespecified
protocol~andfailure tofollow Good
LaboratoryPracticeproceduresmay
invalidate-thetests.In suchcases,a
datagapmaystill exist,andtheAgency
maydecidetorequirefurthertesting.
Also, shouldEastmanKodakCompany
fail toni~keagoodfaitheffort toadhere
to itstestingprogramoutlinedabove,
EPA mayInitiate rulemaking torequire
testing. -

V. DecisionNotToInitiateRulemaking
As noiedabove~EastmanKodakhas

includedbothhealthanden*uimental
effectstestingfor 00171 their
proposedtestingprogram.Thehealth
effectsteststhatEastmanKodakhas
proposedto conductineludesb.ttmyof
mutagemaitytests,chemicaldisposition
andmetabolismstudies,and.utS.day
subchronicfeedingstudythat ler~4es
histopatholcgicexandnetlons.The
environmentaleffectsandchemicalfate
testsforDOTP Includesthe
determinationotlht
propertiesofDOW.
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biodagredaticotest,acuteandchronic
toXldtyto fish aDd aquatic
InvstW,rates,an.oyster -

bioooncmttraticutteatandplanttoxicity
tests,

EPkbelievesthatthetestingprogram
proposedbyEasbnanKodakCompany
w~presidesuffiCientdat.to
reasonablydetermineorpredictthe
blok,Vcsliectaofbls(2-
etbylb,xyfltsrephth,late.Thehealth
andenvironmentaltesting
rv-.a.~snd.ticoimadeby the ITC will
beedequstelyad*essedbythe-

• testingpr~emdevelopedby
the •KodakCompany.2-
E*by~asnmlandmosio.(2-
eth3PthexyI~bth.btearetwochemicals

tothemetaboliteeof DOTPthat
havebeenacinlujitedfor ge~otoxicity
tosueghytheNationalToxicology
Pus...Also,1$chemicalsthat contain
thesameethyihexylmoietyasdoes
0017havebeenselectedfor toxicologic
testingby theN17.Completionof
EastmanKodakCompany’sproposed
testingprogramandtheNil’ testing
shouldprovid,sufficientdatato
adequatelythar.thedzethehealthand
environmentaleffectsof Doll’.
Therefore,EPA hasdecidednotto
Initial, rulemakingwidersection4(a)of
TSC&torequiretestingofDOTPatthis
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VU. PublicRecord

EPAhasestablishedapublicrecord
for thisrulemaking(docketnumber -
OPTS-42039)which isavailablefor
inspectionin thelOFi’S ReadingRoom
from8.’OOa.m. to 4:00 p.m.,Monday
through Friday, xcept legal holidaysin
Rm. E—l07~4O1M St. SW.,Washington,
D.C.

Thisrecord includesthebasic
informationthe ~.gencyconsideredin
developingthis notice,and other
appropriate Fed~ralRegisternotices.
TheAgencywill supplementthe record
with additional information ~sit is
received~This re~ordincludes: -

(1)FederalRegisternoticespertaining
to this noticecos~sistingof:

(a) Noticecontaining theITC
designationof Bis(2-
EthyThexy1)Tere~hthalatetothepriority
list (47 FR 54834,December3,1982).

(2)Support Do&iments Consistingof:
(a)EconomicAnalysis Document-

Level I analysis.

(bJ E stmanKodak Company’s
ProposedTestingProgram—Original
and revisedsubmissions.

(c) TelephoneContactReports.
(d) Memoranda.
(e)Letters.
(1)MeetingSummaries.
Dateth November3.1983.

William D. Ruckelshaus,
Adrninistmlor. -

IFR Doc.83-3~538PiPedfl-1O.53:8~45amJ
BIWNG COVE 55SO-50.M

(AD-FRL 2468-81

Control TechniquesGuideline
Document;Control of VolatileOrganic
CompoundEmissionsFrom
Manufacture of High-Density
Polyethylene,Polypropylene,and
PolystyreneReins

AGENCY: Environmental Protection
Agency(EPA).
actiote Releaseof filial control
techniquesguideline (CTG) document.
SUMP4ARY.A final CTG documentfor
controlof volatile organiccompund
(VOC) emissionsfrommanufacture of -

high-densitypolyethylene,
polypropylene, andpolystyreneresinsis
available.This final CTC-document
providesguidancefor theStatesin
determining reasonablyavailable
control technology(RACT) for VOC
emissionsfrom manufactureof high.
densitypolyethylene,polypropylene.
and polystyreneresins.
ADDRESSES Copiesofthe final CTG
documentmaybe-obtainedby
contactingtheEnvironmentalResearch
Library (MD-35), (919)541—2777,U.S.
EnvironmentalProtectionAgency,
ResearchTrianglePark, North Carolina
27711.Pleaserefer to “Guidelines
Series—ControlofVolatile Organic
CompuOd EmissionsfromManufacture
of High-DensityPolyethylene.
Polypropylene,andPolystyreneResins.”
EPA-450/3-83-O08.Commentsreceived
on thedraftCTG documentareattached
asan appendixto eachfinal CTG
documentandarealsoavailablefor
public inspectionand copyingbetween
8:30a.m.and4:00p.m.,Monday through
Friday, at theChemicalsand Petroleum
Branch, Room738.U.S.Environmental
Protection Agency,411 WestChapelHill
Street, Durham, North Carolina27701 -

FOR FURThER INFORMATIONCOIITACT
Mr. JamesC. Deny,(919)581-560s,,
ChemicalsandPetroleumBra oh(MD-
13),EmissionStandardsandEngineering
Division,U.S.EnvironmentalProtection
Agency,ResearchTriangle Park, North
Carolina 27711.


